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PRE-APPEAL BRIEF REQUEST FOR REVIEW 

In the Office Action dated August 15, 2006, claims 17-25, 28-38, 40, 41, 43-45, 
and 47 were rejected under 35 U.S.C. § 102(b) as being anticipated by Feamot (U.S. 
Patent No. 5,380,299), claims 26 and 27 were rejected under 35 U.S.C.§ 103(a) as being 
unpatentable over Feamot in view of Guruwaiya (U.S. Patent No. 6,251,136), and claims 

42 and 46 were rejected under 35 U.S.C. § 103(a) as being unpatentable over Feamot in 
view of Helmus et al. (U.S. Patent No. 5,447,724). Applicants respectfully submit that 
the rejections to the pending claims are clearly improper for the reasons discussed below, 
and respectfully request that the pending claims be allowed. 

35 U.S.C. $102(b) REJECTION 

"A claim is anticipated only if each and every element as set forth in the claim is 
found, either expressly or inherently described, in a single prior art reference." 
Verdegaal Bros. v. Union Oil Co. of California, 814 F.2d 628, 631, 2 USPQ2d 1051, 
1053 (Fed. Cir. 1987). The rejection of claims 17-25, 28-35, 37, 38, 40, 41, 43-45, and 
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47 is improper because Feamot does not disclose or even remotely suggest each and 
every feature of independent claims 17, 25, 35, and the claims that depend therefrom. 

Independent claim 17 recites a drug-polymer coated stent that includes "a stent 
framework; a laminated drug-polymer coating disposed on the stent framework, the 
laminated drug-polymer coating including a plurality of thin drug-polymer layers, 
wherein the thin drug-polymer layers include a first therapeutic agent and a cured first 
polymer , and at least one thin barrier layer positioned between one or more thin drug- 
polymer layers, wherein the at least one thin barrier layer includes a cured second 
polymer ." 

As stated in Applicants' own specification, "Curing, in the context of this 
specification, refers to either cross-linking or polymerization, or a combination thereof" 
See specification at page 11, lines 4-6. In contrast, Feamot merely discloses that the 
thrombolytic agent is dried after it has been applied to the base material. See Feamot at 
col. 2, Ins. 15-21 . Although Feamot discloses that the thrombolytic agent may be mixed 
with a polymer or a biologically derived material, no further details are given as to what 
happens to the mixture after it has been applied to the base material. See, e.g., Feamot at 
col. 2, Ins. 21-25, and col. 4, Ins. 16-22; see also Applicant's Amendment filed July 12, 
2005 at p. 8, Ins. 16-19. Even if the polymer is dried just as the thrombolytic agent is 
dried, it does not necessarily follow that the polymer is cured - as defined by Applicants' 
specification. 

As such, Feamot does not disclose - either expressly or inherently - a plurality of 
thin dmg-polymer layers that include a first therapeutic agent and a cured first polymer, 
and at least one thin barrier layer that includes a cured second polymer, as recited by 
claim 17. 

Moreover, Feamot does not disclose or suggest at least one thin barrier layer 
positioned between one or more thin dmg-polymer layers, as recited by claim 17. 
Although Feamot teaches that multiple layers of the thrombolytic agent may be applied 
to the base material, Feamot does not disclose or remotely suggest that any such layers 
are a barrier layer that includes a cured second polymer, as recited by claim 17. See, e.g.. 
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Feamot at col. 4, Ins. 12-16; see also Applicants' Amendment filed June 12, 2006 at p. 8, 
In. 23 -p. 9, In. 19. 

Accordingly, Applicants respectfully submit that claim 17 and the claims that 
depend from claim 17 are patentable over Feamot, and respectfully request that the 
rejection to claims 17-24, 41, and 43 be withdrawn. 

Independent claim 25 recites a system for treating a vascular condition that 
includes, inter alia, a coated stent coupled to a catheter. As recited by claim 25, the 
coated stent includes a stent framework and a laminated drug-polymer coating disposed 
on the stent framework. As fiirther recited by claim 25, "the laminated drug-polymer 
coating including a plurality of thin drug-polymer layers and at least one thin barrier layer 
positioned between one or more thin drug-polymer layers, wherein the thin drug-polymer 
layers include a first therapeutic agent and a cured first polymer and wherein the thin 
barrier layer includes a cured second polymer." 

Feamot is discussed above. Because Feamot does disclose, either expressly or 
inherently, a plurality of thin drug-polymer layers that include a cured first polymer and 
at least one thin barrier layer that includes a cured second polymer, Feamot does not 
anticipate claim 25. 

Accordingly, Applicants respectfully submit that claim 25 and the claims that 
depend from claim 25 are patentable over Feamot, and respectfully request that the 
rejection to claims 25, 28-34, 44, and 45 be withdrawn. 

Independent claim 35 recites a method of treating a vascular condition that 
includes, inter alia, inserting a dmg-polymer coated stent within a vessel of a body. As 
recited by claim 35, the drug-polymer coated stent includes "a laminated dmg-poljoner 
coating having a plurality of thin drug-polymer layers and at least one thin barrier layer 
positioned between one or more thin dmg-polymer layers, wherein the thin dmg-polymer 
layers include a first therapeutic agent and a cured first polymer and wherein the thin 
barrier layer includes a cured second polymer." As further recited by claim 35, "the first 
polymer is cured with one of thermal activation, electrical activation, or ionizing 
irradiation ." Feamot does not disclose or suggest all of the features of claim 35. 
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As discussed above, Feamot does not disclose that the polymer that may be used 
with the thrombolytic agent is cured - either expressly or inherently. As discussed above, 
even if the polymer is dried just as the thrombolytic agent is dried, it does not necessarily 
follow that the polymer is cured - as defined by Applicants' specification. Moreover, 
Feamot does not disclose or suggest that the first polymer is cured with thermal 
activation, electrical activation, or ionizing irradiation, as recited by claim 35. 

Accordingly, Applicants respectfiiUy submit that claim 35 and the claims that 
depend fi-om claim 35 are patentable over Feamot, and respectfully request that the 
rejection to claims 35-38, and 47 be withdrawn. 

35 U.S.C. S103(a) REJECTIONS 

In order to make a prima facie case of obviousness under § 103(a), all of the 
claimed elements of the invention must be taught or suggested by the prior art. See 
MPEP § 2143.03. As discussed above, independent claims 17, 25, and 35 and the claims 
that depend from claims 17, 25, and 35 are patentable over Feamot, because Feamot does 
not disclose or suggest each and every feature of the claims. Neither Guruwaiya nor 
Helmus et al. cures the deficiencies of Feamot. 

Gumwaiya discloses a stent (16) that is covered with a base coat (18) on which a 
pharmacological agent (20) is applied. See Gumwaiya at col. 3, Ins. 38-43. A continuous 
membrane (22) encapsulates the entire device. See Gumwaiya at col. 3, kns. 43-45. In 
an embodiment, the ethylene vinyl alcohol forms the desired membrane upon curing. See 
Gumwaiya at col. 4, hi.s 35-36. The pharmacological agent and membrane are clearly 
separate layers. Hence, Gumwaiya does not disclose or suggest a stent having a dmg- 
polymer layer that includes a therapeutic agent and a cured polymer, as recited by the 
claims. Moreover, Gumwaiya does not disclose or suggest a barrier layer that is 
positioned between one or more dmg-polymer layers, as recited by the claims. 

Helmus et al. discloses a medical instmment substrate (18) on which a polymer 
release coating (16) is bonded. See Helmus et al. at col. 5, Ins. 20-36. The polymer 
release coating (16) includes a polymer surface layer (20) and a reservoir portion (24). 
See Helmus et al. at col. 5, Ins. 20-36. Helmus et al. does not disclose or suggest a barrier 
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layer that is positioned between one or more drug-polymer layers, as recited by the 
claims. 

Accordingly, Applicants respectfully submit that dependent claims 26 and 27 are 
patentable, because the combination of Fearnot and Guruwaiya does not disclose or 
suggest each and every feature of claims 26 and 27. Likewise, dependent claims 42 and 
46 are also patentable because the combination of Fearnot and Helmus et al. does not 
disclose or suggest each and every feature of claims 42 and 46. 

CONCLUSION 

Applicants respectfully submit that all of the pending claims are patentable over 
the prior art of record, because the prior art of record - either alone or in combination - 
clearly does not disclose or suggest each and every feature of each and every pending 
claim. Accordingly, Applicants respectfully request that the rejections to claims be 
withdrawn. 

Respectfully submitted, 

/Catherine C. Maresh. Reg. No. 35.268/ 
Catherine C. Maresh 
Registration No. 35,268 
Attorney for Applicant 

Medtronic Vascular, Inc. 
3576 Unocal Place 
Santa Rosa, CA 95403 
Facsimile No.: (707) 543-5420 
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